NMRA Monthly fee for Eorcﬁe_rline Products ; Effe;i;;ﬁve from 01 /‘59/2026 to 30/09/2026
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Daily Exchange Rates 2026/68/31
‘Setiing Rate vy
" T ﬂn { ‘o
Currency | Bl yi Rate Rs) L ®s) :
Dollar (USD) 32 \,.._4238 .. 332.4805|
Processing Fees o - _ :
| . L . S VAT| Stamp | SSCL Rs)
T f luat - (Rs. ‘ ‘ .
ype of evaluation Fe-e _(USD} Amoum: _ﬁRs ) (Rs.) @ 18%] Duty (Rs.) 5 59/, Total (Rs.)
New Application - Part |-Initial  |Forzign. 5000 16624475 | 30,672.16 - 4,156.12 201,073.03
decision on application {process or| - : i L
. Local ‘ . . Free of charge
decline) . k ; T
New Application - Part 2 - Foreign 1000 332,489.50 | 61,324.31 - 8,312.24 402,146.05 |
Evaluation (If accepted) Local: _ 750 24936713 4600823 - 6,234.18 301,609.55
Application for Registration Foreign = 750 24936713 | ' 46,00823 | - - 6,234.18 _301,609.55
|renewal after five years Local - B 5000 - 166,24475 (- 30,672.16 L - 4,156.12 201,073.03
Application for Manufacturing Forelgn Manufauturmg . ' ‘ ' _ e e
Plant (MP) approval - |plant 15000 49873425 0 o201647] o - 12,468.36 603,219.08
(1I) Fees for additional data evaluation | B
LT R - VAT[.. St SSCL (Rs.)
Type of evahz‘_atlon‘. - _.Z.Feé,”l_ {UbD) Amount [RS) (l\s ) C @ 18% ity 259 Total (Rs.)
L . " |Foreign’ 500 160 344 75 3067206 0 - 4,156.12 201,073.03
Additional bt : 2 2
ttional data evaluation Local - 200] 6649700 | 12,268.86. i 1,662.45 80,429.21
Additional data for Manufacturmg plant (MP) Evaluatlon o . 300 99,746.85 | - 18,403297 - 2,493.67. 120,643.81
Variations that require review L 200 66,497.90 | " 12,268.86 - 1,662.45 80,429.21
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NMRA Monthly fee for Bm derlme Products Effeeﬂve from 01/0@/2026 to 30/09/2026

(IL1) Processing fees for Clinical Trial _ ‘ _ 'f

o . | N VAT| Stump | SSCL (Rs)
Type of Evaluation F DSD Amouit {Rs, ; L Total (Rs.
Yp _ ec (USD) Amount (Rs) | oy @ 18% Duty (Rs.) 255% (Rs.)
Industry Sponsored 100{}  332,489.50 61,344.31 E 8,312.24 1402,146.05
Local Investigator Sponsored - « . Freeof Cha*ge _
Academic with International Sponsorship 25%’) 83,122.28 15,336. 0% - 2,078.06 100,536.52
Amendments that require review 250] - 83,122.38 15,336.08 - 2,078.06 100,536.52
(1V) Tees for Certificates At o |
' o o S VAT} Stamp | SSCL (Rs.)
zistration C ates e (US £ (Rs. .
Types of Registration Certificates Fee ( ?‘31}) An_f?un_ (Rs ) (Rs. ) @ 18%| Duty (Rs.) 2.5% Total (Rs.)
Certificate of Registration for five Foreign 4¢0 132,995.80 24,537,773 2_,000.00 3,324.90 162,858.43
years - fLocal 260 66,49‘1?.90 12,258.86 2,000.00 1,662.45 82,429.21
Provisional Registration; (may be |Foreign - 200 66,497.90 12,268.56 2,000.00 1,662.45 82,429.21
issued for maximum period of two Local 1 .
years) oed 100 23,248.95 6,134.43.02,000.00 831.22 42,214.60
Duplicate Copy of Registration Certlﬁcate 250 83,122.38 15,336.08 | 2,000.00 2,078.06 102,536.52
Amendement of Registration Certificate 100 -33‘,248.95 6,134.431 2,000.00 831.22 42,214.60
(V) Fees for License R
i - oo  VAT| Stamp SSCL (Rs.)
Types of hc:eﬁ.ses , Tee ¥ 13)) .‘f_r_l_ounf; (.]_;{&) (Rs) @ 18% D ty (Rs.)| 5 50/, Total (Rs.)
Sample Import Licerse - oo - 33,248.95 | - 6,134,431 2,000.00 831.22 42,214.60
Import License 1001, :33,248 95 c0,134.43 ] 2,000.00 831.22 42,214.60
Manufacturing License 100} 33,248.95 - 6,134.43 1 - 2,000.00 831.22 42,214.60
Ammendment of License 100 33248.95 . 6,134.43 2,000.00 831.22 42,214.60
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NMRA Monthly fee for Bomemm Prouucts Effective from 01/09/2026 to 30/09/2026

(VD) Fees for Other Approvals for Borderline Produch

Lo
H 13

S S © VAT| . Stamp | SSCL (Rs)] .
T?fpe of Appmvz&. | - Fee. (USD}_ Amounﬁ (Rs (Rs.) @ 18%| Dufy (Rs.) 259 thal (Rs.)
|Formulation Approvalof local manufacturer - 300 CRA 49’7 90 | & 1226886 | i - 1,662.45 80,429.21
Approval for Packa;nng,/ Repackayng : - .50 16,024.48 |  :3,067.22 - 415.61 20,107.31
_ Invoice vatue USD 2,000 or below 50 o 16,62%,48 B 3' 06”’ 22 _ - 415.61 20,107.31
Submission/ Approval fee for 100 3324895 6,134,43 ) 831.22 40,214.60
waiver of registration — : —— : —— T
Invoice vilue USD 15,000 or above . 200 ' 55549)]_90 [2 268 86 - 1,662.45 80,429.21
Any Clarification letter T A0 13,324.90 . 613.44. - 83.12 | 4,021.46
WHO GMP certificate | T 00] . 33,048.95 6,134.43 | . 2,000.00 831.22 42,214.60
Certificate of Pharmaceutlcal Product (COPP) {0 16,024.48 3,067.22 1,662.45 415.61 21,769.76
Free Sale Certificate 50 16,624.48 -3,067.22 1,662.45 415.61 21,769.76
Manu-i"acturer 1000 332,489.50 61,344.31 - 8,312.24 402,146.05
Agency Transfer per each party  |Each new marketing B ' R ‘ ' .
‘ authorizatiorl holder e 1000 3325489.50 61,34431 1 - 8,312.24 402,146.05
(Vll) Fees for Good Manufacturing Practice In5pectmn (GMP) Local _' R
: oL VAT St‘amp SSCL (Rs.)
Ty ne ee {USD) Ar‘nroun_tz (,»I’-‘{s.). (Rs.)_ @ 18% Duty (Rs) 2 50, Total (Rs.)
A Manufacturing site 300] 0 99.746.85 1+ 18.40329 |- - 2,493.67 120,643.81
A Packaging / Repackaging site LS00 T 33,248.95 6,13443. ¢ - 831.22 40,214.60
(VIII) Fee for Good Manufacturing Practme m spectlon ((;MP) + Foreign _ ‘ - ; s B E L | _
| e T T U VAT] Stamp | SSCL (Rs)
Country Fpe (UbD) Ammmt (Rs } (Rs.) @ 18%] Du ty (Rs.) 2.5 Total (Rs.)
SAARC Countries 135000 937 ?42 50 920,164.69 - 124,683.56 6,032,190.75
Other Countries 20000 6,649, 796 OO' 1,226,886.26 - 166,244.75 "8,042,921.01

* Air Tickets, Visa {ees and Transport cost wnfhlr thai country siould be boirs
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NMRA Monthly fee for B,Ordefliné Products ~ Effeé,ﬁ_*.ive from .0}1/09/2026 to 30/09/2026

(IX) Fee for sample import license for clipical trials - .
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Category

| Fee (USD)

]

Amouri (Rs)

VAT

(Rs) @18%

- Stamp
Duty (R_s.)

SSCL (Rs.)
2.5%

Total (Rs.)

Fee for sample import license for clinical trials

100}

3324895

6,1345.43%

2,000.00

831.22

42,214.60

(X) Yee for Advertisement

ER|
;!
s

Advertisement

Aﬁhéun; (Rs) _

.U VAT
(Rs.) @ 18%

- Stamp

SSCL (Rs.)
2.5%

Total (Rs.)

Processing fee for an Advertisement (All categories)

332,489.50

61,344 .31

Duty (Rs.)

8,312.24

402,146.05

* Separate Applications should be submitted for each advertisement. -




